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AMENDMENT AND RESPONSE TO OFFICE ACTION 

In the Claims 

1 . (currently amended) A composition for the nasal administration of a drug in a dry 
powder form suitable for administration to the nasal region, 

the dry powder form comprising microparticies having an average particle size of 
between 10 and 20 microns and consisting oaoontially of comprising the drug and an oxoipiont 
solootod from the group oonsiating of diketopiperazines and synth e tic polymoro - soloctcd from tho 
group oonaisting of poly(hydroxy acids) and copolym e rs thereof, pQlyanhydridoa 3 polyoot e rs, 
polyortho e stors, polyamidcs, polyoorbonQtea, polyalkylonog, poly( e thylono glyool)* poly(othylono 
oxido), poly(othylono tor o phthalate), polyvinyl oloohols, polyvinyl ethers, polyvinyl ostors, 
polyvinyl halidos, pol)^inylp>Trolidono^ polyvinyl chloride? ^olyatyrcne, polysiloxanoa, 
polymoro of acrylic and mothaorylio acids, polyurethanoa and oo polymers thoroo f, c e llulos e s, 
polyfoutio acid), poly(valorio aoid), polyQaotido oo oaprolactono), copolymers and mi xtures 

UIwlWUli 

2. (original) The composition of claim 1 wherein the drug is selected from the group 
consisting of antihistamine, vasoconstrictors, antiinflammatories and analgesics. 

3. (original) The composition of claim 2 wherein the antihistamine is selected from the 
group consisting of chlorpheniramine and azelastine. 

4. (currently amended) The composition of claim 1 wherein the drug io formulat e d in a 
pn l vmerio carrier diketooiperazine is a substituti o n derivative selected from the group consisting 
of diketomoroholines, diketooxetanes and diketodioxanes . 
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5. (currently amended) The composition of claim 1 wherein the drag - is formulat e d in a 
diketopiperazine formulation diketopiperazine is formed by cyclodimerization of amino acid 
ester derivatives. 

6. (canceled) The composition of claim 1 wherein the dry powder formulation consists 
essentially of drug. 

7. (currently amended) A drug delivery device for nasal administration comprising 
' a drug in a dry powder form in a dosage formulation for administration to the nasal 

region, and 

a device for delivering a measured dose of the drug to the nasal mucosa, 
wherein the dry powder form comprises microparticles having an average particle size of 
between 10 and 20 microns and oonaioting ^ oascntially of comprising the drug and on e xoipi e nt 
oolooted from th e group consisting of diketopiperazines and synthetic polymers ooleotod - from th e 
group consi s ting of poly(hydroxy aoido) and copolym e rs th e reof, polyonhydridoorpolycst e rs, 
polyorthocstcrfl, polyamidon, polycarbonat e s, polyalkylenos, poly(othylono glycol), polyethyl e n e 
oxido)» poly(othylono t e r e phthalat e ), polyvinyl aloohola, polyvinyl others, polyvinyl ootorfl > 
polyvinyl halid B G, polyvinyrpyrrolidono, polyvinyl ohloride, polystyrenes, polysilQitonoo, 
polym e rs of aorylio and methnorylio acid s , poly(m o th y l methaorylato), poly( e thyI mothaorylate) t 
poly(butylmothaorylato) v poly(i3obutyI mothaorylato), polyCh e xylm e thacrylato), poly(iaodeoyl 
grethaorylat e ), polyftautyl mothaorylate), poly(phcnyl mothaorylatQ), poly(m e thyl acrylai e ), - 
poly(ioopropyl acrylat e ), poly(isobutyI acrylate), polyfoctadooyl Qjorytoto), poiyurethaneg and oo 
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polymers thoroofr oolluloaoo^ poly(butio ooid) f poly(vaiorio aoid), polyQaotidQ qq ooprolootone), 
copolym e rs and mixtut o s th e reof . 

8. (original) The device of claim 7 wherein the device is a nasal insufflator. 

9. (original) The device of claim 7 wherein the drug is selected from the group 
consisting of antihistamine, vasoconstrictors, antiinflammatories and analgesics. 

10. (original) The device of claim 7 wherein the antihistamine is selected from the group 
consisting of chlorpheniramine and azelastine. 

11. (currently amended) The device of claim 7 wherein the drug i3 formulated in a 
polymeric carri e r diketopiperazine is a substitution derivative selected from the group consisting 
of diketomorpholines, diketooxetanes and diketodioxanes . 

12. (currently amended) The device of claim 7 wherein the drug ia formulated in a 
diketopiperazine formulation diketopiperazine is formed by cyclodimerization of amino acid 
ester derivatives. 

13. (canceled) The device of claim 7 wherein the dry powder formulation consists 
essentially of drug. 

14. (currently amended) A method of administering a drug to the nasal Tegion of a 
patient in need thereof, comprising nasally administering a dry powder suitable for nasal 
adniinistration, 

wherein the dry powder form comprises raicroparticies having an average particle size of 
between 1 0 and 20 microns and oonoiotlng es s e ntially of comprising the drug and an e xoipient 
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soloot e d from tho group oonoioting of diketopiperazines and oynthetic polymora Delected from th e 
g roup consioting of poly(hydroxy aoido) and copolymers ther e of, polyanhydrides, polyostoro, 
polyorthoeflters, polyamidoo, polycarbonatea, polyalkyloneo, poly(othylonG glycol)* poly(ethyl e ne 
oxido), poly(cthylcno torophthalat e ), polyvinyl alooholo, polyvinyl othors, polyvinyl oqtora, 
polyvinyl hnlidoo, polyvinylpyrrolidon e , poly vinyl ohloridc, polystyrene, polysiloxanoo, 
polymora of aorylio and methocTylio aoido, poly(methyl methacrylato)j poly(ethyl methaorylatc), 
polyCbutylmethacrylat o ), polyfoobntyl mothaorylato), pol^hexylm o thaorylatc), poly(isodoovl 
mcthacrylato), poly(lauryl mothacrylato), poly(phenyl mothaorylotc), poly(mothyl ncrylat e ), 
poly(ioopropyl acrylftto), poly(bobutyl acrylato), poly(ootad e cyl aorylato), polyurothnnes and co - 
polym e rs thoroof, c e lluloses, poly(butic acid), poly(valerio aoid), poly(laotid e co caprolootone), 
oopolymorn and mixtures thereof . 

15. (original) The method of claim 14 wherein the drug is selected from the group 
consisting of antihistamine, vasoconstrictors, antiinflammatories and analgesics. 

16. (original) The method of claim 14 wherein the antihistamine is selected from the 
group consisting of chlorpheniramine and azelastine. 

17. (currently amended) The method of claim 14 wherein the drug io formulatod in a 
pnlymorio oarrier diketopiperazine is a substitution derivative selected from the group consisting 
of diketomorpholines. diketooxetanes and diketodioxanes . 
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18. (currently amended) The method of claim 14 wherein the drug ia formulated in a 
diketopiperazine fo rmulation diketopiperazine is formed bv cvclodimerizati on of amino acid 
ester derivatives . 

19. (canceled) The method of claim 14 wherein the dry powder formulation consists 
essentially of drug. 

20. (new) The composition of claim 1 formed by spray drying, 

21. (new) The device of claim 7 wherein the microparticles are formed by spray drying 
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